
21STAY A THERA SUN BLOCK- octinoxate, zinc oxide, titanium dioxide, octisalate,
homosalate cream  
Oracle Cosmetic Co., Ltd.
Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

----------

Drug Facts
Octinoxate 6.00% 
Zinc Oxide 5.82%
Titanium Dioxide 5.46%
Octisalate 4.00%
Homosalate 2.00%

Sunscreen

Helps prevent sunburn

Apply liberally 15 minutes before sun exposure. Reapply at least every two hours
Sun protection measures. Spending time in the sun increases your risk of skin cancer and early skin
aging. To decrease this risk, regularly use a sunscreen with a broad spectrum SPF of 15 of higher and
other sun protection measures including: 1) Limited time in the sun, especially from 10 am to 2 pm. 2)
Wear long-sleeve shirts, pants, hats, and sunglasses
Ask a doctor to use for children under 6 months

For external use only

Do not use on damaged or broken skin

When using this product, keep out of eyes. Rinse with water to remove.

Stop using and ask a doctor if rash occurs.

Keep out of reach of the children. If product is swallowed, get medical help or contact a poison control
center right away.

Water, Cyclopentasiloxane, Glycerin, PEG-10 Dimethicone, Dicaprylyl Ether, Polymethyl
Methacrylate, Dimethicone, Silica, Disteardimonium Hectorite, Sodium Chloride, Aluminum
Hydroxide, Salvia Hispanica Seed Extract, Centella Asiatica Extract, Houttuynia Cordata Extract, 1,2-
Hexanediol, Bis-Ethylhexyloxyphenol, Polymethylsilsesquioxane, Stearic Acid, Fragrance,
Phenoxyethanol, Dimethicone/Vinyl DimethiconeCrosspolymer, Sorbitan Sesquioleate,
Dimethicone/Methicone Copolymer, Propanediol, Ethylhexylglycerin, Butylene Glycol,
Octyldodecanol, Bambusa Vulgaris Extract, Echium Plantagineum Seed Oil, Helianthus Annuus
(Sunflower) Seed Oil, Cardiospermum HalicacabumFlower/Leaf/Vine Extract, Lepidium Meyenii Root
Extract, Vitis Vinifera (Grape) Seed Oil, Tocopherol, Vegetable Oil, Camellia Sinensis Leaf Extract,
Salvia Officinalis (Sage) Leaf Extract, Melaleuca Alternifolia (Tea Tree) Leaf Extract, Maltodextrin

Protect the product in the container from excessive heat and direct sun



21STAY A THERA SUN BLOCK  
octinoxate, zinc oxide, titanium dioxide, octisalate, homosalate cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:718 8 3-0 0 1



Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

O CTINO XATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51) OCTINOXATE 6 0  mg  in 1 mL

ZINC O XIDE (UNII: SOI2LOH54Z) (ZINC CATION - UNII:13S1S8 SF37) ZINC CATION 58 .2 mg  in 1 mL

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNII:15FIX9 V2JP) TITANIUM DIOXIDE 54.6  mg  in 1 mL

O CTISALATE (UNII: 4X49 Y0 59 6 W) (OCTISALATE - UNII:4X49 Y0 59 6 W) OCTISALATE 40  mg  in 1 mL

HO MO SALATE (UNII: V0 6 SV4M9 5S) (HOMOSALATE - UNII:V0 6 SV4M9 5S) HOMOSALATE 20  mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

PEG-10  DIMETHICO NE ( 6 0 0  CST)  (UNII: 8 PR7V1SVM0 )  

Dica prylyl Ether (UNII: 77JZM5516 Z)  

PO LY( METHYL METHACRYLATE; 4 50 0 0 0  MW)  (UNII: Z47NNT4J11)  

DIMETHICO NE (UNII: 9 2RU3N3Y1O)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

DISTEARDIMO NIUM HECTO RITE (UNII: X6 8 7XDK0 9 L)  

SO DIUM CHLO RIDE (UNII: 451W47IQ8 X)  

ALUMINUM HYDRO XIDE (UNII: 5QB0 T2IUN0 )  

CHIA SEED (UNII: NU0 OLX0 6 F8 )  

CENTELLA ASIATICA (UNII: 7M8 6 7G6 T1U)  

HO UTTUYNIA CO RDATA FLO WERING TO P (UNII: RH0 41UUZ22)  

1,2 -Hexa nedio l  (UNII: TR0 46 Y3K1G)  

BEMO TRIZINO L (UNII: PWZ1720 CBH)  

PO LYMETHYLSILSESQ UIO XANE ( 4 .5 MICRO NS)  (UNII: 59 Z9 0 7ZB6 9 )  

Stea ric  Acid  (UNII: 4ELV7Z6 5AP)  

Pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

DIMETHICO NE/VINYL DIMETHICO NE CRO SSPO LYMER ( HARD PARTICLE)  (UNII: H8 9 5X0 8 VNQ)  

So rbita n Sesquio lea te  (UNII: 0 W8 RRI5W5A)  

PRO PANEDIO L (UNII: 59 6 5N8 W8 5T)  

ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

Butylene Glyco l  (UNII: 3XUS8 5K0 RA)  

O ctyldo deca no l  (UNII: 46 1N1O6 14Y)  

BAMBUSA VULGARIS TO P (UNII: FIW8 0 T6 P6 V)  

ECHIUM PLANTAGINEUM SEED O IL (UNII: PIB7XBU8 XW)  

SUNFLO WER O IL (UNII: 3W1JG79 5YI)  

CARDIO SPERMUM HALICACABUM FLO WERING TO P (UNII: MZP250 8 BRR)  

LEPIDIUM MEYENII RO O T (UNII: HP7119 212T)  

GRAPE SEED O IL (UNII: 9 30 MLC8 XGG)  

To co phero l  (UNII: R0 ZB2556 P8 )  

CO RN O IL (UNII: 8 470 G57WFM)  

GREEN TEA LEAF (UNII: W2ZU1RY8 B0 )  

SAGE (UNII: 0 6 5C5D0 77J)  



Oracle  Cosmetic Co., Ltd.

MELALEUCA ALTERNIFO LIA LEAF (UNII: G43C5716 2K)  

Ma lto dextrin  (UNII: 7CVR7L4A2D)  

Packaging

# Item Code Package Description Marketing  Start
Date Marketing  End Date

1 NDC:718 8 3-0 0 1-
0 2 1 in 1 CARTON 11/21/20 17

1 NDC:718 8 3-0 0 1-0 1 40  mL in 1 CONTAINER; Type 0 : No t a  Co mbinatio n
Pro duct

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph no t fina l part352 11/21/20 17

Labeler - Oracle Cosmetic Co., Ltd. (688258270)

Registrant - Oracle Cosmetic Co., Ltd. (688258270)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

COSON Co ., Ltd._Osan Plant 6 8 9 8 47210 manufacture(718 8 3-0 0 1)

 Revised: 11/2017
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